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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^| Responsive to communication(s) filed on 10/13/2008 . 
2a )£3 This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^3 Claim(s) 21-47 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 21-47 is/are rejected. 

7) \Z\ Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) IZI The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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20 Certified copies of the priority documents have been received in Application No. . 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Applicant's arguments, filed 10/13/2008, have been fully considered but they are 
not deemed to be fully persuasive. Rejections and/or objections not reiterated from 
previous office actions are hereby withdrawn. The following rejections and/or objects 
are either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

Response to Arguments 
Claim Rejections - 35 USC § 112, Second Paragraph 

The rejection of Claim 41 under 35 U.S.C. 112, second paragraph, is maintained. 

Applicant argues that independent claim 21 now clarifies that "the rest of the 
lubricating agent, if any, is comprised in the dry mixture". This clarification allows the 
embodiment wherein "all of the lubricating agent of the tablet is distributed on the outer 
surface of the tablet" as recited in dependent claim 41 . 

Applicant's arguments have been fully considered but are not found persuasive. 
Independent claim 21 recites "said tablet comprising a dry mixture of an active 
substance and excipients including a disintegrating agent, and a soluble agent with 
binding properties, and a lubricating agent in powder form, wherein more than half of 
the lubricating agent is distributed on the tablet surface and the rest of the lubricating 
agent, if any, is comprised in the dry mixture". Independent claim 21 states that the 
lubricating agent is a required component of the dry mixture by reciting "a dry mixture of 
an active substance... and a lubricating agent" and then states that the lubricating agent 
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is only an optional component of dry mixture by reciting "and the rest of the lubricating 
agent, if any, is comprised in the dry mixture" (see New Grounds of Rejection: Claim 
Rejections - 35 USC § 112, Second Paragraph below). Therefore, independent claim 
21 is now self-inconsistent, and it is unclear how the embodiment disclosed in 
dependent claim 41, namely, that all of the lubricating agent of the tablet is distributed 
on the outer surface of the tablet, is possible. 

Claim Rejections - 35 USC § 102 

The rejection of Claims 21-25, 29-30, 33, 35 and 41 under 35 U.S.C. 102(b) as 
being anticipated by US 5725880 ('880) is maintained. 

Applicant argues that '880 does not teach or even suggest a tablet comprising an 
active substance wherein the active substance is coated, let alone a tablet comprising 
an active substance, wherein the active substances is in the form of coated 
microcrystals or coated microgranules. The step of wet granulation disclosed by '880 
does not result in the active substance being coated (i.e. being covered with a layer of 
substance spread over its outer surface). Furthermore, '880 teaches that the medicinal 
active ingredient can be selectively delivered to any specific site in the intestinal tract 
and accordingly, the pharmaceutical preparation does not dissolve in the mouth on 
contact with saliva in less than 30 seconds. Applicant further argues that '880 does not 
teach or even suggest a tablet comprising a lubricating agent distributed on the tablet 
surface, let alone a tablet comprising a lubricating agent, wherein more than half of the 
lubricating agent is distributed on the tablet surface. 
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Applicant's arguments have been fully considered but are not found persuasive. 
In the method disclosed in Example 3 of '880, the 5-Aminosalicylic acid and corn starch 
are wet granulated with a binding solution of polyvinylpyrrolidone. Applicant argues that 
in the resulting granules, the active substance may be considered as trapped, 
dispersed, or embedded within a mixture of corn starch and polyvinylpyrrolidone, but 
the active substance is not coated. The Examiner is interpreting the term "coated 
nanocrystals or coated microgranules" recited in instant claim 21 to not be limited to 
discrete particles consisting of the active ingredient uniformly coated with a single 
substance. If Applicant believes that this structure is what distinguishes the present 
invention from the prior art, this structure should be recited in the claims. As presently 
claimed, the Examiner does not see the distinction between granules of an active 
substance being embedded in corn starch and polyvinylpyrrolidone, and granules of an 
active substance being coated with corn starch and polyvinylpyrrolidone. In either case, 
a layer of corn starch and polyvinylpyrrolidone are at least partly, if not entirely, 
enveloping the active substance granules. Regarding Applicant's argument that the wet 
granulation would result in a homoegenous mixture of the active substance, corn starch 
and polyvinylpyrrolidone, the method is clear that polyvinylpyrrolidone acts as a binder, 
and it is reasonable that it binds the active substance granules with the corn starch 
granules. This satisfies instant claim 21 which requires that "the active substance is in a 
form of coated microcrystals or coated microgranules." 

Regarding the recitation in Claim 21 that the directly compressible tablet is 
"adapted to disintegrate in the mouth on contact with saliva in less than 30 seconds", it 
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has been held that the recitation that an element is "adapted to" perform a function is 
not a positive limitation but only requires the ability to so perform. It does not constitute 
a limitation in any patentable sense. In re Hutchison, 69 USPQ 138. The Examiner 
notes that the required contents of the dry mixture and tablet surface are unclear (see 
New Grounds of Rejection: Claim Rejections - 35 USC § 112, Second Paragraph 
below). 



Claim Rejections - 35 USC § 103 

The rejection of Claims 21-41 under 35 U.S.C. 103(a) as being unpatentable 
over Hunter et al (US 6391337) in view of Schmitz et al (US 6079968) in further view of 
Valentine et al (US 4684534) is maintained. The rejection of Claims 31 and 42-47 
under 35 U.S.C. 103(a) as being unpatentable over Hunter et al (US 6391337) in view 
of Schmitz et al (US 6079968) is maintained. 

Applicant's arguments center around Hunter et al, and specifically, whether or 
not coated microgranules of acetaminophen are taught by Hunter et al. Applicant 
argues that in certain embodiments the direct compression vehicle includes a 
microcrystalline cellulose which has been coprocessed with silicon dioxide, wherein the 
microcrystalline cellulose may reasonably be considered to be coated with silicon 
dioxide. Applicant argues that in embodiments where silicon dioxide is a part of the 
pharmaceutical dosage form, silicon dioxide is high-shear mixed with acetaminophen. 
The high-shear mixing is different from the protocol used to obtain microcrystalline 
cellulose coprocessed with silicon dioxide. Hunter et al does not teach or suggest that 
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high-shear mixing results in coating or partial coating of acetaminophen granules with 
silicon dioxide. 

Applicant's arguments have been fully considered but are not found persuasive. 
The Examiner agrees that when silicon dioxide is used in the formulation, silicon dioxide 
is high-shear mixed with acetaminophen. Hunter et al clearly teaches that the 
acetaminophen particle size is chosen so that the particles remain in tact under high 
shear mixing conditions (see col 7, lines 55-67). Therefore, it is reasonable that when 
the acetaminophen particles are high shear mixed with silicon dioxide, the result is not 
particles comprising a homogenous mixture of acetoaminophen and silicon dioxide, but 
rather, discrete acetaminophen particles coated with silicone dioxide. For the sake of 
argument, even if the high shear mixing of acetoaminophen and silicon dioxide were to 
result in particles comprised of a homogenous mixture of acetaminophen and silicon 
dioxide, a lubricant is subsequently added to the granules under less vigorous 
conditions and would coat the acetaminophen/silicon dioxide particles (see col 10, lines 
1-23; col 13, line 54 to col 14, line 4). The Examiner interprets the reference to indicate 
that the acetaminophen particles remain intact, and are coated with silicon dioxide 
during the high sheer mixing process, and if the second mixing step is performed with 
the lubricant as taught by the reference, the acetoaminoiphen particles would also be 
coated with the lubricant. 



New Grounds of Rejection 
Claim Rejections - 35 USC § 112, Second Paragraph 
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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 21-44 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Independent claim 21 recites "said tablet comprising a dry mixture of an active 
substance and excipients including a disintegrating agent, and a soluble agent with 
binding properties, and a lubricating agent in powder form, wherein more than half of 
the lubricating agent is distributed on the tablet surface and the rest of the lubricating 
agent, if any, is comprised in the dry mixture". Independent claim 21 states that the 
lubricating agent is a required component of the dry mixture by reciting "a dry mixture of 
an active substance... and a lubricating agent" and then states that the lubricating agent 
is only an optional component of dry mixture by reciting "and the rest of the lubricating 
agent, if any, is comprised in the dry mixture" 



Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
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TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PAUL DICKINSON whose telephone number is 
(571)270-3499. The examiner can normally be reached on Mon-Thurs 9:00am-6:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on 571-272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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